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shall be preserved by appropriate 
means. 

(b) When appropriate, plant supply 
facilities shall be provided. As specified 
in the protocol, these include: 

(1) Facilities for holding, culturing, 
and maintaining algae and aquatic 
plants. 

(2) Facilities for plant growth, in-
cluding, but not limited to green-
houses, growth chambers, light banks, 
and fields. 

(c) When appropriate, facilities for 
aquatic animal tests shall be provided. 
These include, but are not limited to, 
aquaria, holding tanks, ponds, and an-
cillary equipment, as specified in the 
protocol. 

§ 160.47 Facilities for handling test, 
control, and reference substances. 

(a) As necessary to prevent contami-
nation or mixups, there shall be sepa-
rate areas for: 

(1) Receipt and storage of the test, 
control, and reference substances. 

(2) Mixing of the test, control, and 
reference substances with a carrier, 
e.g., feed. 

(3) Storage of the test, control, and 
reference substance mixtures. 

(b) Storage areas for test, control, 
and/or reference substance and for test, 
control, and/or reference mixtures shall 
be separate from areas housing the test 
systems and shall be adequate to pre-
serve the identity, strength, purity, 
and stability of the substances and 
mixtures. 

§ 160.49 Laboratory operation areas. 
Separate laboratory space and other 

space shall be provided, as needed, for 
the performance of the routine and spe-
cialized procedures required by studies. 

§ 160.51 Specimen and data storage fa-
cilities. 

Space shall be provided for archives, 
limited to access by authorized per-
sonnel only, for the storage and re-
trieval of all raw data and specimens 
from completed studies. 

Subpart D—Equipment 
§ 160.61 Equipment design. 

Equipment used in the generation, 
measurement, or assessment of data 

and equipment used for facility envi-
ronmental control shall be of appro-
priate design and adequate capacity to 
function according to the protocol and 
shall be suitably located for operation, 
inspection, cleaning, and maintenance. 

§ 160.63 Maintenance and calibration 
of equipment. 

(a) Equipment shall be adequately in-
spected, cleaned, and maintained. 
Equipment used for the generation, 
measurement, or assessment of data 
shall be adequately tested, calibrated, 
and/or standardized. 

(b) The written standard operating 
procedures required under § 160.81(b)(11) 
shall set forth in sufficient detail the 
methods, materials, and schedules to 
be used in the routine inspection, 
cleaning, maintenance, testing, cali-
bration, and/ or standardization of 
equipment, and shall specify, when ap-
propriate, remedial action to be taken 
in the event of failure or malfunction 
of equipment. The written standard op-
erating procedures shall designate the 
person responsible for the performance 
of each operation. 

(c) Written records shall be main-
tained of all inspection, maintenance, 
testing, calibrating, and/or standard-
izing operations. These records, con-
taining the dates of the operations, 
shall describe whether the mainte-
nance operations were routine and fol-
lowed the written standard operating 
procedures. Written records shall be 
kept of nonroutine repairs performed 
on equipment as a result of failure and 
malfunction. Such records shall docu-
ment the nature of the defect, how and 
when the defect was discovered, and 
any remedial action taken in response 
to the defect. 

Subpart E—Testing Facilities 
Operation 

§ 160.81 Standard operating proce-
dures. 

(a) A testing facility shall have 
standard operating procedures in writ-
ing setting forth study methods that 
management is satisfied are adequate 
to insure the quality and integrity of 
the data generated in the course of a 
study. All deviations in a study from 
standard operating procedures shall be 
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